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HACCP Supervisory Guideline

l. PURPOSE

The purpose of this document is to provide guidance to Field Operations supervisors on
how to assign, guide, direct, and assess the work of inspection personnel performing in-plant
Basic and Other Compliance/Noncompliance procedures that are designed to support the
inspection system activities and enforcement of regulatory requirements in establishments subject
to the Pathogen Reduction-Hazard Analysis and Critical Control Point (HACCP) rule. Therule

requires that establishments must:

develop and implement written sanitation standard operating procedures,

develop and implement HACCP systems,

meet Salmonella performance standards established by FSIS testing, and

. conduct routine testing of carcasses for generic E. coli in daughter operations.

The responsibilities for the enforcement of the regulatory requirements and inspection system
activities are discussed in detail in FSIS Directives 5000.1 and 5400.5. This guide will cover
considerations for Field Operations supervisors related to preparing to implement the HACCP
requirements, determining basic compliance/noncompliance, determining
compliance/noncompliance with the other features of an establishment’s HACCP system, and
instituting appropriate enforcement actions when necessary. The guidance is intended to be used
by District Managers, Deputy District Managers, Assistant District Managers for Enforcement,
Circuit Supervisors, Multi-1PPS, and Inspector In Charge (11C) supervisors who are working in
the current field environment which integrates domestic and import inspection of meat and poultry

products.
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1. BACKGROUND

To reduce the occurrence and numbers of pathogenic microorganisms on meat and poultry
products, FSIS published the Pathogen Reduction/HACCP rule. These regulations represent a
fundamental shift in FSIS s regulatory philosophy from, “command and control,” to performance
standards, which alow for more industry flexibility. Industry is being required by the regulation
to develop plans for controlling food safety hazards that can affect their products. If the plans
they design are effective in eliminating health and safety hazards, and if the establishment executes
the plan’s design properly, then the resulting product should be safe for consumers. Instead of
FSIS determining the means by which establishments will meet their responsibility to produce
safe, wholesome, and properly labeled products, FSIS will set performance standards that
establishments must meet. This means that FSIS will no longer be attempting to, “inspect quality
into aproduct.” Inspection’s role has become one of regulatory oversight. FSISwill rely less on
after-the-fact detection of product and process defects and more on verifying the effectiveness of
processes and process controls designed to ensure food safety.

The HACCP system regulations (part 417) apply in all official establishments as of the
following dates:
. January 26, 1998, for all establishments with 500 or more employees (designated as

“large’ establishments);
. January 25, 1999, for all establishments with 10 or more but fewer than 500 employees -

unless the establishment has annual sales of less than $2.5 million (designated as “smaller”

establishments); and
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. January 25, 2000, for all establishments with fewer than 10 employees or annual sales of
less than $2.5 million (designated as “very small” establishments).

Supervisors have a key leadership role in implementing the changes that are required of
the field inspection work force as aresult of the rule. Thisrole of leader for change began prior
to January 27, 1997, when the sanitation standard operating procedures (SSOP) requirements
were implemented. The Pre-HACCP/SSOP Culture Change Supervisory Training Program that
was presented in 1996, introduced the Supervisory Blueprint as atool for leading change. The
Supervisory Blueprint illustrates how frontline supervisors are expected to perform in aHACCP
environment. The Blueprint contains six roles and three foundation principles. The six roles are:
leader, evaluator/decision maker, communicator, program advocate, resource manager, and living
example. The three foundation principles are: accountability, interpersonal relations, and
innovation/creativity. When supervisors are carrying out the roles that are outlined in the
Blueprint, the supervisor will be leading change in that they will be working “on” the system
rather than “in” the system in a proactive rather than areactive way. They will be using a systems
thinking process which enables them to become critical thinkers, problem solvers, and effective
decision makers who are accountable for their own actions.

Previoudy, two supervisory guides (the Supervisory Guideline for the Evaluation Process
of the SSOP Regulatory Requirement, and the Supervisory Guideline for the Verification and
Enforcement Process of the SSOP Regulatory Requirement) were issued. This guide represents a
continuation of the earlier issued guides in that it describes how supervisors can apply the roles

and foundation principles proposed in the Blueprint to work “on” the system in a proactive way
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while overseeing the implementation of the Pathogen Reduction/HACCP requirements. It covers
all of the requirements: HACCP, SSOP, E. coli sampling, and Salmonella sampling.
I1.  APPLICATION

A. Preparing for implementation of all Pathogen Reduction/HA CCP regul atory

requirements

The important role of supervisorsin the process of implementing the Pathogen Reduction/
HACCP requirements, which actually began in January of 1997, with the implementation of the
SSOP requirements, and continues as large establishments must implement HACCP requirements.
There are four key functions that will occur as part of the pre-implementation phase. They
include the HACCP training, plant level awareness meetings, updating plant profiles, and
establishment/shift procedure planning and work assignment. The supervisor has an important
role in overseeing al of these pre-implementation functions. Some key points about each of the
four pre-implementation functions follow.

1. HACCP training: HACCP training for inspection personnel assigned to large

establishments began on December 1, 1997. Before inspection personnel perform HACCP
procedures, it is essential that they have received the HACCP training. The training covers how
to regulate in aHACCP environment. Communication is essential to insuring that the work force
has a full understanding of the HACCP requirements. Once inspection personnel have completed
the training, supervisors should have open dialogue and be ready to answer any questions
inspection personnel may have about the HACCP requirements and the related inspection

procedures. For example, it isimportant that inspection personnel understand the concepts of a
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critical control point (CCP) and acritica limit, the differences between basic
compliance/noncompliance and the other compliance/noncompliance procedures and how to
conduct those procedures, how to use the basic compliance/noncompliance checklists and how to
document noncompliance on a Noncompliance Record (NR), etc. When needed, the dialogue can
be extended to plant management officials. Directives 5000.1, 5400.5, the HACCP Regulatory
Process for HACCP-Based Inspection Reference Guide, and the training materials will be
useful references for supervisors and inspection personnel in finding answers to questions. If
assistance is needed in answering questions, follow the instructions that were given in
Module 10 of the HACCP training on contacting the Technical Service Center.

2. Plant awareness meeting: Since HACCP plans are plant-specific, inspection

personnel cannot effectively perform HACCP procedures until they understand the
establishment’s HACCP plan. The plant awareness meeting provides an opportunity for
inspection personnel to become familiar with the plan. Details on conducting this meeting can be
found in Module 7 page 2 of the Participant’s Handout in the HACCP training materials. To
summarize, the 11C will take the lead in planning for and being responsible for holding the
meeting. The I1C may want to request an opportunity to review the establishment’s HACCP plan
before holding the awareness meeting to help in planning how much time will be needed and who
should beinvolved. It is important to remember that, like the SSOP, the HACCP plan is
the property of the establishment. However, it is aregulatory requirement for the plan to be
made available to inspection personnd for all shifts. It is also important for all inspection

personnel to be aware that the awareness meeting does not represent FSIS approval of the
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establishment’s HACCP plan. FSIS personne will not be approving HACCP plans. Also,
FSIS personnel will not be directing the establishment in the development of its HACCP plan in
any way. The purpose of the plant awareness meeting is for inspection personnel to become
familiar with the establishment’s plan. The plant awareness meeting should cover the
following topics: plant monitoring, plant verification, plant record keeping, plant pre-shipment
procedures, plant corrective actions, and plant validation. No regulatory determinations can be
made until the plant awareness meeting has been completed.

Discussion about the pre-shipment review will be an important part of the plant awareness
meeting. The purpose of pre-shipment review isto ensure that establishment officials take
responsibility, not only for developing a HACCP plan and being committed to implementing it,
but also for making sure that it has been appropriately and completely applied in the production of
product leaving the establishment. The requirement can be met in avariety of ways. During the
plant awareness meeting, inspection personnel should become familiar with the procedures the
establishment will use to conduct its pre-shipment review. They should aso become familiar with
how the establishment plans to define specific production.

While conducting the plant awareness meeting, FSIS participants should practice the six
Relationship Principles covered in Module 11 of the HACCP training. The amount of time for the
meeting will vary according to the size of the establishment and the complexity of the plans. Itis
expected that for large plants, the awareness meeting may take from one to four days. Inspection
personnel who will perform the HACCP inspection procedures should participate in the meeting.

The 11C will be responsible for ensuring that appropriate inspection personnel on both
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shifts attend a plant awareness meeting. The time allocated for inspectors to participate may
vary according to their area of responsibility in monitoring the HACCP plan. In processing
assignments without an on-site supervisor, the 11C will communicate with the Circuit Supervisor
to determine the amount of time to be spent on the awareness meeting. The planning for the
awareness meeting should be done so that participation in the meeting does not interfere with an
inspector’ s responsibility for carrying out the SSOP procedures or impact upon giving breaksto
on-line inspection personnel. During the awareness meeting, inspection personnel should become
familiar with the establishment’ s plan and how it addresses the 7 principles. The HACCP plan
should contain at least one CCP for each food safety hazard identified as reasonably likely to
occur in the production process. Inspection personnel should focus on understanding monitoring
methods, frequencies, and who will be performing these duties; plant verification activities
including monitoring oversight, calibration of equipment, and who is responsible for corrective
actions; and very important - understand pre-shipment review procedures. They can also
become familiar with issues such as where HACCP records will be kept, how to gain access to
computer records, where CCPs are located, etc.

It is not necessary for the Circuit Supervisors to be familiar with HACCP plans for
individual establishments at the operational level of detail that the IIC must be. However,
functioning as aleader and communicator, the Circuit Supervisor should discuss with the 11C
what was learned at the awareness meeting to become familiar with the general contents of the
HACCP plan for each establishment (e.g., number and type of CCPs, how CCPs will be

monitored by the establishment, where HACCP records are kept). Communication is essential to
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insuring that the work force has afull understanding of the HACCP requirements. Supervisors

should have open dialogue and be ready to answer any questions inspection personnel may have
about the establishment’s HACCP plan. If assistance is needed in answering questions, contact
the Technical Service Center.

3. Updating plant profiles: The plant profile form has been modified to capture

information about an establishment’s HACCP system. As discussed in Module 6 on page 6 of the
Participant’s Handout in the HACCP training materials, the 11C will be responsible for
updating the plant profile and sending it to the District Office. The directions for completing
the revised plant profile form (5400-1) are provided in FSIS Directive 5400.5, Attachment 1. The
general instructions for completing and maintaining the form have not changed. However,
changes have been made so that information about the establishment’s HACCP system can be
recorded. For example, process activities in the data block were replaced by the nine HACCP
processes. Asleaders, communicators, and program advocates, supervisors should verify that
plant profiles for large establishments have been updated and returned to the District Officein a
timely manner. This should be done sometime after the plant awareness meeting. But, it is not
required that it be done by the actual implementation date.

4. Establishment/Shift Procedure Plan and work assignment: The Establishment/Shift
Monitoring Plan has been changed to the Establishment/Shift Procedure Plan for HACCP
establishments. Thisis covered in Module 6 on pages 6-7 of the Participant’s Handout of the
HACCP training. To review the training, PBIS will create daily schedules based on the

Establishment/Shift Procedure Plan. The procedures marked on the Inspection Procedure
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Worksheet for the Establishment/Shift Procedure Plan must reflect plant operations conducted on
each shift. Thisisdifferent from the Monitoring Plans in non-HACCP plants that are created for
each ingpector assignment. 1n aHACCP plant, when multiple off-line inspectors are assigned to
the same shift, they will share one single Procedure Plan. Procedure Plans will be generated for
each shift, not for each inspector assignment. Establishments with more than one shift will have
one Procedure Plan for each shift. For large establishments, the establishment/shift Procedure
Plan was completed at Headquarters. Therefore, the 11C will need to review the Procedure
Plan and add or delete procedures based on what is known about the plant, in case the
information that the Headquarters staff used was outdated or incorrect, and return it to the
Digtrict Office. In particular, the HACCP procedures recorded on the Procedure Plan should be
consistent with the type of product(s) being produced by the establishment. All meat and poultry
products fall into one of the nine HACCP processing categoriesin regulations 417.2(b). Thefina
condition of a product when it leaves the establishment is the key to which particular HACCP
procedure is marked on the worksheet. Complete instructions for developing, reviewing, and
maintai ning the Establishment/Shift Procedure Plans are in FSIS Directive 5400.5. They are
basically the same as the instructions for developing, reviewing, and maintaining a Monitoring
Plan. In addition to reviewing the Establishment/Shift Procedure Plans for HACCP
implementation in January, the Directive indicates that the I1C or designee will review them at
least annually and upon rotation to assure that thereis a plan for every shift that reflects the
operations that the establishment conducts during that shift.

Work assignment: Aswas covered in Module 6 of the HACCP training, the [1C will
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continue to receive weekly schedules that identify the in-plant procedures to be performed each
day in an establishment. The assigned procedures that appear on the schedules are randomly
selected and will vary from day to day. The schedules for a HACCP assignment will be called
Procedures Schedules (PS), rather than Inspector Assignment Schedules. Only one PS will be
issued per establishment, per shift. This means that the schedules will no longer be issued for
individual inspection assignments. When the I1C is working with two or more inspectors, it will
be necessary to identify who is going to do what procedure(s). When dealing with assigning
work related to the PS, supervisors should keep in mind some of the culture changes that
are occurring as a result of the HACCP rule. One changeis that accountability and
responsibility needs to be delegated to inspection personnel for given work assignments. Another
culture change is that the expectations for the supervisory style of decision making are moving
from an authoritative mode to a more participative/leader mode. Leadership and relationship
tools and techniques for making these needed changes, including the Supervisory Blueprint and
Blanchard’ s Situational Leadership Model of directing, coaching, supporting, and delegating,
were covered in the Pre-HACCP and Culture Change Supervisory Training Program. Itis
important for supervisors to use these leadership and relationship tools and techniques when
making work assignments using the PS. The work assignment is to be accomplished by the 11C
and inspectors jointly reviewing and identifying the work to be done. In general, inspection
personnel who handle off-line non-processing duties will continue to perform procedures
associated with non-processing activities. Similarly, inspection personnel who perform processing

duties will continue to perform procedures associated with processing activities. Once this has

10
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been determined, if there are two or more non-processing or processing inspectors, the inspectors
themselves will determine who will do what procedures. |If for any reason they are unable to do
so, the 11C will personally assign the procedures.

In terms of assigning other work, the first priority is the coverage of daughter line
positions. However, it is important for supervisors to manage the process of assigning work
so that it enables all inspection personnel to enhance their knowledge and understanding of
the Pathogen Reduction and HACCP requirements and the regulatory process. The other
work includes assigning:

a Non-processing off-line inspectors to shadow the processing inspector doing
HACCP verification on processes covering the simple processing areg;

b. Processing GS-8s and GS-9s to shadow the GS-10 or GS-11 processing inspector
doing HACCP verification on processes covering the complex processing areg;

C. Inspection personnel to complete computer-based HACCP training programs

available through the Human Resource Development Staff in College Station, Texas; and

11
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d. Off-line inspectors to cover slaughter line assignments.
Supervisors are responsible for using this opportunity for training to develop the HACCP-related
skills of al inspection personnel. No employee should be idle. On-the-job training (OJT) should
be documented.

B. Basic Compliance/Noncompliance

The concept of Basic Compliance/Noncompliance is covered in Modules 7 and 8 of the
HACCP training, and in FSIS Directive 5000.1. As the Directive indicates, possible faillures to
comply with food safety-related regulations are divided into two categories. basic
compliance/noncompliance and compliance/noncompliance with other requirements. To make a
distinction, basic compliance/noncompliance addresses the regulatory requirements that the
establishment must include in the HACCP plan, while other features
compliance/noncompliance is concerned with the actual day-to-day execution of those
requirements. This section addresses the supervisory considerations for basic
compliance/noncompliance for the HACCP, SSOP, and E. coli requirements which includes the
| SP procedures 03A01 for HACCP requirements, 01A01 for SSOP requirements, and 05A01 for
E. coli requirements. Note that there is not a basic procedure for Salmonella sampling.

The purpose of the basic procedure is for inspection personnel to determine whether
or not an establishment has complied with the requirements of developing and
implementing plans/procedures outlined in FSIS Directive 5000.1. For each of these
procedures, there is abasic compliance checklist. To review the training, the procedures are

designed to be performed on an unscheduled basis at the time of initial implementation, and at

12




HACCP Supervisory Guideline

the discretion of inspection personnel, e.g. if the plans are modified. For HACCP requirements,
the basic procedure will also be performed annually as an unscheduled procedure shortly after
the anniversary date of implementation, even if the plan was revised some time during the year.
This section provides supervisors with an overview of the regulatory requirements, discussion on
the use of the checklists, and areview of enforcement actions related to the basic procedures.
The enforcement process is the same for all basic requirements. However, the enforcement
process is reviewed for each case in this guide as a reference.

1. HACCP basic procedures:

a Regulatory requirements for HACCP basic procedures; The

establishment has the responsibility for developing and implementing a written HACCP plan
covering each product produced by that establishment whenever a hazard analysis reveals one or
more hazards that are reasonably likely to occur. A single HACCP plan may include multiple
products within a single processing category if the food safety hazards, critical control points,
critical limits, and procedures required to be identified and performed are essentially the same, and
if any features of the plan that are unique to a specific product are clearly addressed in the plan
and observed inits practice. The regulatory requirements ensure that the establishment’s plan
coversthe 7 principles of HACCP. Every supervisor and employee should be familiar with the
requirements in advance of the implementation date. The requirements as outlined in FSIS

Directive 5000.1 follow.

13
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Hazard Analysis and HACCP Plan development

> Initial hazard analysis. The establishment conducted a hazard analysis or had a hazard

analysis conducted for it (8417.2(a)). (1) The hazard analysis includes food safety
hazards that are reasonably likely to occur in the production process (before, during, and
after entry into the establishment) and (when there are any) it identifies the preventive
measures the establishment can apply to those food safety hazard(s). (2) The hazard
analysis includes a flow chart that describes (diagrams) the steps of each process and
product flow in the establishment. (3) The hazard analysis identifies the intended use or
consumers of the finished product(s).

> Initial plan development. (1) If an establishment’s hazard analysis revealed one or more

food safety hazards that are reasonably likely to occur, the establishment has a written
HACCP plan for each of its products (at the time commercial production begins)
(8417.2(b)(1); 8304.3(c) or §381.22(c)). (A HACCP plan must be developed by an
individual who satisfies the training requirements in §417.7(b) (8417.7(a)(1)); see
Paragraph I11.B.3c. of this part.) (Note: It is possible, though unlikely, that a hazard
analysis conducted in accordance with 8417.2(a) will reveal no food safety hazards that
are reasonably likely to occur. FSIS is not aware of any meat or poultry production
process that one can say, categorically, poses no likely hazards.) (2) The establishment
has conducted validation activities to determine that a HACCP plan is functioning as
intended, and the establishment’s records (a) include multiple results that verify the

monitoring of CCPs and conformance with critical limits, and (b) after each deviation

14
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from a critical limit (if any), subsequent results that support the adequacy of corrective

action(s) in achieving control at the CCP (8417.2(c)(4), 417.3(a)(2), and 417.4(a)(1)).

> Subsequent analysis and plan development. (1) Hazard analysis reassessment. If, after

an establishment’s hazard analysis revealed no food safety hazards that are reasonably
likely to occur, there was a change that could reasonably affect whether a food safety
hazard exists, the establishment reassessed the adequacy of the hazard analysis
(8417.4(b)). (Examples of changes that might have such an effect: raw materials or raw
materials’ source, product formulation, slaughter or processing methods or systems,
production volume, personnel, packaging, finished product distribution system, or
intended use or consumers of finished product.) (2) New product. Before producing a
new product for distribution, the establishment (a) conducted a hazard analysis (or had a
hazard analysis conducted for it), and (b) has an applicable HACCP plan for the
product. If the establishment began distributing a new product more than 90 days ago, it
has validated the HACCP plan that covers the new product.

Contents of the HACCP plan(s)

> Multiple products. If a HACCP plan covers more than one product, the products are all

within one of the nine processing categories specified in 8417.2(b)(1) (8417.2(b)(2)).

> Food safety hazard(s). The HACCP plan lists the food safety hazard(s) identified in the

hazard analysis (8417.2(c)(1)). (These are the food safety hazards that must be
controlled for each process.) Exception: A HACCP plan for thermally

processed/commercially sterile products produced in accordance with part 318, subpart

15




HACCP Supervisory Guideline

G, or part 381, subpart X need not address food safety hazards associated with
microbiological contamination (8417.2(b)(3)).

> Hazard control. (1) The HACCP plan list the CCPs for each food safety hazard

(8417.2(c)(2)). (2) The HACCP plan lists the critical limits that must be met at each
CCP (8417.2(c)(3)).

> Monitoring. The HACCP plan lists the procedures to be used to monitor each CCP and
the frequency with which these procedures will be performed (8417.2(c)(4)).

> Corrective actions. The HACCP plan identifies the corrective action to be followed in

response to a deviation from a critical limit at a CCP (8417.2(c)(5)).

> Verification procedures. The HACCP plan lists the procedures that the establishment

will use to verify that the plan is being effectively implemented and the frequency with
which these procedures will be performed (8417.2(c)(7)).

Record keeping

> The HACCP plan’s record keeping system documents the monitoring of CCPs and
includes records with actual values and observations.

Dated signature

> Acceptance and reassessment. The responsible establishment official has signed and

dated the HACCP plan (a) upon initial acceptance (8417.2(d)(1)), and (b) at least
annually thereafter upon required plan reassessment (8417.4(a)(3)) (8417.2(d)(2)(i) and
(d)(2)(iii)). (Note: To determine whether a year has elapsed, use the date on which the

HACCP system regulations apply to an establishment.)

16
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b. Use of the checklist to verify that HACCP Plans mest requlatory

requirements. On January 26, 1998, the Pathogen Reduction/HACCP regulation will be
implemented in large plants. Inspection personnel will conduct 03A01 as an unscheduled
compliance/noncompliance procedure to determineif the establishment’s HACCP plan(s)
meets regulatory requirements. FSIS does not approve HACCP plans, but inspection personnel
will use the HACCP Systems - Basic Compliance Checklist, FSIS Form 5000-1, to assure
that every HACCP plan has met the basic regulatory requirements. If a plant has several HACCP
plans, inspection personnel will be required to use the checklist and perform the 03A01 procedure
for each one of the plans. Inspection personnel will document on a blank Procedure Schedule
(PS) that the 03A01 procedure was performed. A trend indicator is not marked on the NR or
PS because the procedure code is specific to the basic compliance/noncompliance procedure.

Use of the checklist is covered in pages 6-7 of the Participant’s Handout in Module 7 of
the HACCP training. To review the training, the checklist contains four basic parts: (1) the
establishment’ s hazard analysis and HACCP plan development, (2) the contents of the HACCP
plan(s), (3) record keeping, and (4) a dated signature by the responsible establishment official.
These 4 parts follow the requirements outlined in FSIS Directive 5000.1. If the establishment
complies with all of the regulatory requirements, the establishment identifying information is
completed at the top of Form 5000-1 and placed in the government file. If any of the basic

regulatory requirements have not been met, the appropriate statement(s) on the checklist should

be checked, “YES,” and the noncompliance should be recorded on a Noncompliance Record

(NR). Note that there is no trend indicator for a basic noncompliance. Unless the noncompliance

17
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can be effectively and immediately corrected by the establishment, inspection personnel should
also initiate withholding action. Withholding inspection constitutes taking an enforcement action,
and enforcement actions are covered in more detail in the next section of thisguide (1.c.). The
District Office should be notified. The completed checklist should be attached to the file copy
of the NR when noncompliance is found.

Supervisors should have open dialogue and be ready to answer questions that inspection
personnel have about completing the HACCP Systems - Basic Compliance Checklist. Itis
important to remember that before completing the checklist, inspection personnel must have
completed the plant awareness meeting. Also, supervisors should ensure that inspection
personnel understand that there are three possible times for using the checklist. First,
inspection personnel will use the checklist soon after the HACCP system regulations first apply
to the establishment. Another time that inspection personnel are required to use the checklist
will follow shortly after the establishment’s anniversary for implementing the HACCP
requirements, once the establishment has conducted its required annual reassessment of the plan.
A third opportunity for using the checklist will occur at any point when the establishment
revises its HACCP plan. The establishment is not required to notify inspection personnel when
they revise their plan(s), however, there are some cues that inspection personnel can use to help
them identify when it is time to use the checklist between the implementation of the plan and the
anniversary of itsimplementation. Some typical examples of these cues are: (1) the establishment
begins producing a new product, (2) there are changes that could reasonably affect whether a

hazard exists, (3) the procedures that the establishment identified in the plan are not controlling

18
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the hazards that were identified in their plan, and (4) an unforseen hazard occurs. (More details
on unforseen hazards are included in section C of this guide.)

C. Enforcement actions related to HACCP basic procedures:

Information about enforcement actions related to HACCP basic procedures are covered in pages
7-9 of the Participant’s Handout in Module 7 of the HACCP training. To summarize, when
inspection personnel find noncompliance with any of the basic HACCP requirements of the
regulations, withholding action iswarranted. Thereis one exception. Supervisors should
advise inspection personnel that if the noncompliance with requirements only involves afailure
that the responsible establishment officia can correct effectively and immediately (e.g., sign
and/or date the HACCP plan), inspection personnel will provide establishment management an
opportunity to do so to bring the establishment into compliance. In this case, no withholding
action is necessary, but the failure will be documented on the NR by inspection personnel with a
statement that the situation was immediately corrected. However, if noncompliance involves a
failure that cannot be corrected effectively and immediately, the I1C should take the
following actions.
> Advise the establishment management orally of the findings on which the withholding
action is based, and as soon as possible, provide the establishment management with a
copy of the NR that documents noncompliance finding(s).
> Withhold inspection, which includes refusing to permit the labeling, stamping, or tagging
of any livestock product or poultry product produced under the noncomplying conditions

as “inspected and passed” or “inspected for wholesomeness.”
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> Identify all possibly adulterated livestock and/or poultry products as “U.S. Retained.”
> Notify the District Office of the action(s) taken.
> If the establishment does not initiate action immediately to bring itself into compliance,

notify the District Office, which will assign a Compliance Officer to work with inspection
personnel to develop acase file. The District Office will give inspection personnel
further instructions. For example, the District Manager may place the withholding
action in abeyance. In this case, the plant is required to provide written assurances that
it will bring itself into compliance. This does not mean that the enforcement action has
ended. If the plant failsto follow its written assurances and bring itself into compliance,
the withholding action will be reinitiated.
Circuit Supervisors should exercise their role as program advocate and communicator to assure
the 11C that he or she isempowered to contact the District Office directly when they take a
withholding action. Because the FSIS tradition is to follow the chain of command, [1Cs may need
some encouragement to do this. As communicator, supervisors should explain to inspection
personnel that the purpose of having a Compliance Officer get involved, when warranted, isto
work with inspection personnel as ateam member to document a case. Supervisors should be
proactive by working on the system in covering these points with inspection personnel and
correlating with them on methodology and procedures during IPPS visits so that when a
withholding action is taken, supervisors are confident that inspection personnel understand the
regulatory requirements and how to apply them correctly. For example, when making plant visits,

Circuit Supervisors can review completed checklists and NRs, and discuss with inspection
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personnel the observations that were made, the documentation that exists, and information about
any withholding action that occurred. If any boxes on the right column of the checklist have been
checked “YES,” indicating that noncompliance was found, inspection personnel should have
documented the findings on an NR. Unless the noncompliance with the requirement(s) involved a
failure that the responsible establishment official could correct effectively and immediately (e.g.,
sign and/or date the HACCP plan), inspection personnel should have also initiated withholding
action. If the noncompliance was corrected effectively and immediately by the establishment, the
NR should have a statement explaining that the situation was corrected immediately. Inspection
personnel need to remember to document on a blank Procedure Schedule (PS) that the 03A01
procedure was performed. The incidences of 03A01 procedures will be reflected in the MIS
reports.

2. SSOP basic procedures:

a Regulatory requirements for SSOP basic procedures: The

regulatory requirements for SSOP basic procedures remain the same as they were in January
1997, when they were implemented for all establishments. They were reviewed during the
HACCP training in Module 7. They are also covered in Part Three of FSIS Directive 5000.1.
They are:

> Sanitation SOPs. (a) The establishment has written Sanitation SOPs that describe the

procedures the establishment conducts daily to prevent direct contamination or
adulteration of product(s) (8416.12(a)). (These procedures must be sufficient to prevent

direct contamination or adulteration of product(s); see Paragraph I11.B.2. of this part.)
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(b) The Sanitation SOPs identify which of the procedures are pre-operational
procedures (8416.12(c)). (c) The pre-operational procedures address at a minimum the
cleaning of food contact surfaces of facilities, equipment, and utensils (8416.12(c)).
(d) The Sanitation SOPs specify the frequency with which the establishment will conduct
each procedure (8416.12(d)). (e) The Sanitation SOPs identify the establishment
employee or employees responsible for implementing and maintaining specified
procedures (8416.12(d)).

Record keeping. The establishment has identified records that, on a daily basis,

document implementation and monitoring of the Sanitation SOPs and any corrective
actions taken (8416.16(a)).

Dated signature. The individual with overall authority on-site or a higher level official

of the establishment has signed and dated the Sanitation SOPs (a) upon initial

implementation, and (b) upon any modification (8416.12(b)).

Supervisors should have open dialogue with inspection personnel to be sure that each of these five

requirements is understood. It isimportant to remember that the SSOPs should describe the

procedures the establishment conducts daily to prevent direct contamination or adulteration of

product.

b. Use of checklists to verify that the establishment’s SSOPs meet

regulatory requirements: A checklist (FSIS Form 5000-2) has been developed for inspection

personnel to use in recording findings of noncompliance with the SSOP requirements. A copy of

thisform is shown in FSIS Directive 5000.1. Use of the checklist is covered in Module 7 of the
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HACCP training on pages 10-11 of the Participant’s Handout. The ISG task 02D01a2 is
replaced with the ISP procedure 01A01 for establishments that come under the HACCP
regulations. Procedure 01A01 should be performed and the checklist should be used whenever
modifications are made to the SSOPs.  If the establishment complies with al of the regulatory
requirements, the establishment identifying information is completed at the top of Form 5000-2
and it is placed in the government file. If any of the basic regulatory requirements have not been
met, the appropriate statement(s) on the checklist should be checked, “YES,” and the
noncompliance should be recorded on a Noncompliance Record (NR) and appropriate
enforcement action should be taken. Note that there is no trend indicator for basic
noncompliance. Inspection personnel need to remember to document on a blank procedure
schedule that the 01A01 procedure was performed. The District Office should be notified.

Supervisors should demonstrate their role as communicator to be sure that inspection
personnel understand when to use this checklist in performing the procedure 01A01. The ISP
procedure 01A 01 does not need to be performed just because HACCP is being implemented.
However, it should be performed and the checklist should be used whenever modifications are
made to the SSOP. Inspection personnel need to remember to document on a blank
procedure schedule (PS) that the 01LA01 procedure was performed. Thiswill be reflected in the
MIS reports.

C. Enforcement actions related to SSOP basic procedures: When

SSOP basic noncompliance occurs, inspection personnel will use the same process as for HACCP

basic noncompliance. The processis repeated for reference purposes.
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Inform